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FDA Approved Drug Labeling
•Required to be informative and accurate 
•Summary for the safe and effective use of the 
drug
•No promotional, false, or misleading content 
•No claims or suggestions for use if evidence 
of safety or effectiveness is lacking
•Based on data derived from human 
experience



Prescription Drug Labeling Purpose

•Provides healthcare professionals the 
information they need to prescribe drugs 
appropriately

•Patient Counseling Information section is the 
FDA approved patient information and is 
written for a lay audience 



Prescription Drug Labeling 
• Labeling defined in 21 U.S.C 321(m)

• Includes the written and printed information often referred to as the: 
• Prescribing information
• Package insert
• Professional labeling
• Information for the healthcare provider

• Requirements on content and format are outlined in 21 CFR 201.56

• Requires specific information be provided under specified heading and 
subheadings

• Information must be presented in the order outlined in federal 
regulation

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=201.56


Highlights of Prescribing Information

Concise, high-level summary of the drug information

Must contain the following statement: “These highlights do not include all the 
information needed to use (insert name of drug product ) safely and effectively. See 
full prescribing information for (insert name of drug product).”

Product Names, Other Required Information Dosage Forms and Strengths

Boxed Warning Contraindications

Recent Major Changes Warnings and Precautions

Indications and Usage Adverse Reactions

Dosage and Administration Drug Interactions

Use in Specific Populations



Highlights of Prescribing Information



Full Prescribing Information Content
Must contain a list of each heading and subheading required by 

federal regulation for the full prescribing information



• Provides a standard, comprehensive and up-to-date look-up and 
download resource for drug labeling

• Online source of information about marketed prescription drugs

• Official provider of FDA prescription drug labeling information

• National Library of Medicine (NLM) provides this as a public 
service

• No advertisements are permitted  

• Drug labeling information on this site is the most recent 
submitted to the Food and Drug Administration (FDA)

• https://dailymed.nlm.nih.gov/dailymed/index.cfm

https://dailymed.nlm.nih.gov/dailymed/index.cfm


Patient Specific Medication Label
• Prepared and dispensed by a pharmacist to a patient

• Based upon patient specific prescription

• Affixed to the immediate container

• Must contain the following: 
Pharmacy name & address
Date prepared
Prescription serial number
Prescriber name
Patient name & address
Drug Name 
Drug strength
Directions for use



SAFE RX Statute
•Required development of standardized patient 

centered data elements for prescription labels

•Designed to increase patient understanding and 
increase patient compliance with medication 
regimen

•Result was regulation that outlined both critical 
and important elements on prescription labels



Critical Elements on Prescription Label
Must be emphasized on the label by highlight, in bold type, or both

Minimum of 12 point font

Critical elements are: 

• Patient Name

• Directions for use by the patient

• Drug Name

• Drug Strength



Important Elements on Prescription Label
Cannot be highlighted or in bold type

Cannot be emphasized in any way that would undermine emphasis of critical 
elements

Important elements are: 

• Pharmacy name, address & telephone

• Patient address

• Prescriber name 

• Date prepared

• Prescription serial number



SAMPLE PRESCRIPTION LABELS
MAIN PHARMACY INC.   518-474-3817
89 WASHINGTON AVENUE, ALBANY, NEW YORK 12234
RX: 2235687              Date: June 7, 2016
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1520 Towne Plaza Drive, Lowville, NY 13367

Take 1 tablet by mouth every morning.
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Mfg: Main Pharmaceuticals Jane Smith, MD
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